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Status 

1 )□ Responsive to communication(s) filed on . 

2a)CD This action is FINAL. 2b)S This action is non-final. 

3) CD Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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Application Papers 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

1 . Claims 4, 1 1 -1 2 and 28-30 are pending n this application. 

Response to Amendment 

2. Applicant's amendment filed 12/01/2005 in response to the previous Office 
Action (09/02/2005) is acknowledged. Rejection of claims 1-15 under 35 U.S.C. § 1 12, 
second paragraph (item 6) has been obviated. Applicant's amendment introduces a 
new second paragraph issue. Upon further review of this case, it is also deemed 
necessary to raise new issue that needs further rejection. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 28-30 are rejected under 35 U.S.C. 1 12, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 

applicant regards as the invention. Claims 28 and 29 recite "as defined in claim 1", but 

claim 1 is a cancelled claim. In order to overcome this rejection, claims 28-29 have to 

depend from claim 4. Alternatively, applicants can overcome the rejection by deleting 

from claims 28-29 the phrase "as defined in claim 1". 
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Double Patenting 

4. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longl, 759 F.2d 887, 225 

USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

5. Claims 4 and 11-12 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim 1-4 of allowed 
copending Application No. 10/196,795. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because there is significant overlap 
between the instant claims 4 and 11-12 and claim 1-4 of allowed copending Application 
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No. 10/196,795 when formula I of said allowed copending Application No. 10/196,795 
has the following substituent: 
R 1 = F. 

Claims 4 and 11-12 and claims 1-4 of allowed copending Application No. 10/196,795 
are both directed to almost the same invention. The instant claims 4 and 11-12 are 
drawn to crystalline form of 2-(3,5-bis-trifluoromethyl-phenyl)-N-[6-(1 ,1-dioxo-1 A 6 - 
thiomorpholin-4-yl)-4-o-tolyl-pyridn-3-yl]-N-methyl-isobutyramide and its pharmaceutical 
composition and said copending application is drawn to the compound and composition 
of 2-(3,5-bis-trifluoromethyl-phenyl)-N-[6-(1 ,1-dioxo-1 A 6 - thiomorpholin-4-yl)-4-o-tolyl- 
pyridn-3-yl]-N-methyl-isobutyramide. The only difference between the two related 
applications is that the crystalline form of the instant application is described in detailed 
form, but the compound of claim 1 in the allowed copending application is not. Note 
that the pharmaceutical composition of the crystalline form is presumed to be the same 
composition as the pharmaceutical composition of said copending Application recited in 
claim 4. Even if the crystalline form is different from the compound, it would be the 
same composition as the one recited in claim 4 of the copending Application once the 
crystalline form is dissolved e.g. in water. It is presumed that the data recited in the 
instant claim 4 for the crystalline form is inherently present in compound of claim 1 of 
said copending Application 10/196,795. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 
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Conclusion 



6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kahsay Habte whose telephone number is (571 ) 272- 
0667. The examiner can normally be reached on M-F (9.00AM- 5:30PM). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached at (571) 272-0661 . The fax phone 
number for the organization where this application or proceeding is assigned is (571 )- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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